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Public Law 87-781 
Octobet 10, 1962 AN ACT 

[S. 15.521 TQ protect the public health by am.end5ng the Federal Food, Drug, and Cosmetic! 
Act to as.qure the safety, efkkiveness, %nd reliability of drugs, authorize 
standardization of drug names, and clarify and strengthen existing inspection 
authority ; and for other purposes. 

Be it enacted by the Xemte and Bouss of Represe?ztathes of the 
Drug Amend- 

mere.9 of 1962. 
United Xtutes of America ilz Cmgmsv msembEed, That this Act, 
divided into titles and sections according to the foIlowing table of 
contents, may be cited as the “Drtrg Amendments of l!Xi2”. 

TABLE OF CONTENTS 

Sec. 101. Requirement of adequate controls in mnnufactire. 
Sec. 102. Efl’ectiveness and safety of new drugs. 
Sec. 103. Records and reports as to experience on new drugs. 
Sec. 104. New drug clearance procedure. 
Sec. 105. Certification of antibiotks. 
Sec. 106. Records and reports as to experience on antibiotics. 
Sec. 10’7. Effective dates and application of part A. 

PABT B-STANDARDIZATION OF DBUG NAME8 

Sec. 111. Review and designation of offidal names. 
Sec. 112. Name to be used on drug labd. 
Sec. 113. Exclusion of cosmetics. 
Sec. 1X4. Information to physicians. 

PART O-AMEl!?DMENT6 AS TO ADVERTISING 

Sec. 131. PrescrSption drug advertisements. 

Trrm II-FACTOEY INSPECTION AND EIFFEXZ ON STATE LAWS 

Sec. 201. Factory inspection. 
Sec. 202. Effect on State laws. 
Sec. 203. Effective date. 

!lJrruz III-REGISTRATION OF DEUG ESTABLISHMENTS AIVD PATENT INFORMATION 

Sec. 302. FIndings and dechraff on. 
SW, 302. Ekglstration of producers of drags. 
Sec. 303. Transitjona~ provisions. 
Sec. 304. Failure to register. 
Sec. 305. Drugs from tionregistered establishments misbranded. 
Sec. 306. Samples of imported drags. j 
See. 307. Defmitions. 
Sec. 308. Information on patents for drugs. 

TITLE I-DRUGS 

PART A-Amm-6 ToRA~F-~~Y, EFFIWTXVENESS, AND 

REQUIREMENT OF ADEQUATE CONTROLS IN BfANUPIACTURE 

SEC. 101. Clawe (2) of se&on 501 (a) of the Federal Food, Drug, 
52 Stat.lQ49. and Cosmetic Act (21 U.S.C. 351 (a 

CL 
is mended to read as follows : 

u (2) (A) if it has been prepared, pa 
) 
ed, or held under ins&t,ary con- 

ditions whereby it ma 
B 

have been mntaminati with filth, or whereby 
it may have been ren ered injurious to health; or (B) if it is a drug 
and the methods used in, or the facilities or controls used for, its manu- 
facture, processing, packing, or holding do not conform to or are not 
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operated or administered in conformity with current good manu- 
facturing practice to assure that such drug meets the requirements of 
this Act as to safety and has the identity and strength, and meets the 
quality and purity 
t 0 possess ; “. 

characteristics, which it purports or is represented 

EFFECZ'I~NESSAND SAFETY OF NEW DRUG6 

SEC. 102. (a) (lj Section 201 (p) (1) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 321 (p) (1) ),, defining the term “new drug”, is 52 stat. 1041. 

amended by (A) inserting therein, nnmediatelg after the words “to 
evaluate the safety”, the words %nd e&ctiveness”, and (B) -inserting 
therein, immediately after the words “as safe”, the words “and 
eEective”. 

(2) Section 201(p) 2) of such Act (21 USC. 321 (p) (2) ) is 
amended b 9 6 inserting t erein, immediately after the poord %afeteyy)7, 
the words ‘and effectiveness”. 

(b) Section 505(b) of such Act (21 U.S.C. 355(b) > is amended by 52 Stat. 1052. 

inserting therein immediately after the words ?s safe for use”, the 
words “and whether such drug is effective in use’“. 

(c) Section 505(d) of such Act (21 U.S.C. 355 id) ) is amended to 
read as follows : 

“(d 
d 

If the Secretary finds, after due notice to the applicant in Grounds for re- 

nccor ante with subsection (c) and giying him an opportunity for a 2:z.g applica- 
heating, in accordance with said subsection, that (1) the investiga- 
tions, reports of which are required to be submitted to the Sec.ret&ry 
pursuant to subsection (b), do not include adequate tests by all 
methods reasonably applicable to show whether or not such drug is 
safe for use under the conditions prescribed, recommended, or sug- 
gested in the proposed labelin 

f 
thereof; (2) the results of such tests 

show that such drug is unsafe or use under such conditions or do not. 
show that such drug is safe for use under such conditions; (3) the 
methods used iq, and the facilities and controls used for, the manu- 
facture, prooessmg, and 

i serve its Identity, strengt 
ackmg of such drug are inadequate to pre- 
, quality, and purity; (4) upon the basis of 

the information submitted to him as part of t,,he application, or upon 
the basis of any other information before him with respect to such 
drug, he has insufficient information to determine whether such drug 
is safe for use under such conditions; or (5 ) evaluated on the basis 
of the information submitted to him as part of the application and 
any other information before him with respect to such drug, there 
is a lack of substantial evidence that the drug will have ths effect it 
I>U 

% sari 
arts or is represented to have under the conditions of use pre- 
ed, recommended, or suggested in the proposed Iabeling thereof ; 

or (6) based on a fair evafuatlon of al1 material facts, such labeling is 
false or misleading in any particular; he shall issue an order refusing 
to approve the a 

8 
plication. If, after such notice and opportunity ~~~~~~~~ oc ep- 

for hearing, the ecretary finds that cjauses (1) through (6) do not plicatfon- 
appI7, he shall issue an order approving the a P plicatlon. Aa used 
in this subsection and subsection (e), the term substantia1 evidence’ 
means evidence consisting of adequate and well-controlled investiga- 
tions, including clinical mvestigations, by expert.s qualified by scien- 
tific training and experience to evaluate the effectiveness of the drug 
involved, on the basis of which it could fairly and res 
cluded by such experts that the drug will have the e i 

onsib’lly be con- 
ect it purports 

or is represented to have under the conditions of use prescribed, 
recommended, or suggested in the labeling or proposed labeling 
thereof? ’ 

kE,:OWS 
ec ion 505 (e) of such Act (21 USC. 355 (e) ) is amended to 52 Stat. 1052. 

. . 
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suspsn sion of 
approvd . 

“ (e) The Secretary shall, after due notice and opportunity for hear- 
ing to the applicant, +thdraw approval of an ap 
to any drug under this section if the Secretary &I 

lication with respect 
ds (1) that olimcal 

or other experience, tests, or other scientific data show that such drug 
is unsafe for use under the conditions of use upon the basis of which 
the application was approved ; (2) that new evidence of clinical expe- 
rience, not contained m such apphcation or not available to the Secre- 
tary until after, such application was approved, or tests by new 
methods, or tests by methods not deemed reasonably applicable when 
such a 
availn %e 

lie&ion was approved, evaluated together with the evidence 
e to the Secretary when the application was approved,, shows 

that such drug is not shown to be safe for use under the condlt;lons of 
use’upon the basis of whick the application ?as approved; or (3) on 
the *basis of new informatIon before bun with respect to such drug, 
evahmted together with the evidence available to him when the ap h- 
cation was approved, that there is a lack of substantial evidence t it at 
the drug will have the effect it pur 
under the conditions of use prescribe i 

arts or is represented to have 
, recommended, or suggested in 

the labeling thereof i or (4) that the ap Iication contains an 
statement of a materral fact : PJPNJ~&~, T K 

untrue 
at if the Secretary 9 or in his 

absence the officer acting as Secretary) fmds that there is an imminent 
hazard to the public health, he may suspend the approval of such 
application immediately, and give the applicant prompt notice of his 
s&ion and afford the applicant the opportunity for an ex edited 
hearing under this subsection; but the authority conferred % y this 
proviso to suspend the approval of an application shall not be dele- 
gated. The Secretary may also, after due notice and opportunity for 
hearing to the applicant, withdraw the approval of an ap lication 
with respect to any drug under this section if the Secretary El-l ds (1) 
that the applicant has failed to establish a system for maintaining 
required records, or has repeatedly or deliberately failed to maintain 
such records or to make required reports, in accordance with a regula- 
tion or order under subsection ( j ) , or the applicant has refused to 

% 
ermit access to, or copying or verification of, such records as required 
y paragraph (2) of such subsection ; or (2) that on the basis of new 

informatibn before him, evaluated together with the evidence before 
him when the application was approved the methods used in, or the 
facilities and coritrols used for, the manu&cture, processing, and pack- 
ing of such drug are inadequate to assure and preserve ICS identity, 
strength, quality, and purity and were not made adequate within a 
reasonable time after recei t of written notice from the Secretary 
specifying the matter camp ained of; or (3) that on the basis of new P 
information before him, evaluated together with the evidence before 
him when the applicattlon was approved, the labeling of suoh drug, 
based on a fair evaluation of all material facts, is false or misIeading 
in any particular and was not corrected within a reasonable time after 
receipt of written notice from the Secretary specifying the matter 
complained of. Any order under this subsection shall state the find- 
ings upon which it is based.” 

RECORDSAND REPORTSASTOEXPEl3IEN~EONNEWDRUGS 

SEC. 103. (a) Section 505 of the Federal Food, Drug, and Cosmetic 
52 Stat. 1052. Act (21 U.S.C. 355) is amended by adding at the end thereof the 

following new subsection : 
,‘(j) (1) In the case of any drug for which an ap 

cation filed pursuant. to this section is in effect, t t 
roval of an appli- 
e applicant shall 

establish and maintain such records, and make such reports to the 
Secretary, of data rela.ting to clinical experience and ocher date, or 
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information, received or otherwise obtained by such applicant with 
respect to such drug, as the Secretary may by general regulation, or 
by order with respect to such application, prescribe on the basis of a 
finding that such recdrds and reports are necessary in order to enable 
the Secretary to determine, or facilitate a determination, whether there 
is or may be ground for invoking subsection (e) of this section 2 
Pro&d&, bweuer, That regulatidns and orders issued under this sub- 
section and under subsection (i) shall have due rtgard for the profes- 
siona1 ethics of the medical profession and the interests of patients 
and shall provide, where the Secretary deexns it to be appropriate, 
for the examination, upon re 
lations or orders are applica 

uest, by the persons to whom such regu- 
% le, of similar information received or 

otherwise obtained by the Secretar 
B 

. 
‘( (2) Every person required un er this section to maintain records, Access to WC- 

and every person in charge or custo! 
an officer or employee designated by 9 

thereof, shall, uppn request of Ords* 
t le Secretary, permit such officer 

or employee at all reasonable times-to have access to and copy and 
verif such records.” 

(by Section 505 (i) of such Act (21 1T.S.C. 355 (i) ) is amended (1) 52 stat. 10~2. 
by inserting “the foregoing subsectmns of!’ immediat.ely after “upera- 
tion of”; (2 
“safety”; an d 

by inserting “and effectiveness” immediately after 
(3) by adding at the end thereof the following new 

sentences : Wuch regulations may, within the discretion of the Seer!- R~gutationspe~ 
tary, among other conditions relating to the protection of the pubhc :enrg to exemp- 
health, provide for conditionin such exemption upon- 

LL ( 1) the submission to t a e Secretary, before any clinical testing 
of a new dru 
the sponsor o I 

is undertaken? of reports, by the manufacturer or 
the investi tlon of such drug, of preclinical tests 

(including tests on anima s) of such drug adequate to justify the r 
proposed clinical testing; 

N (2) the manufacturer or the sponsor of the investigat.ion ?f a 
new dru 

!E testing o 
proposed to be distributed to investigators for clinlcalt 

tainmg a signed agreement from each of such investi 
tars that patients to whom the drug is administered will be un T 

- 
er 

his personal supervision, or under the supervision of investigators 
responsibIe to him, and that he will not supply such drug to any 
other investigator, or to clinics, for administration to human 
beings; and 

“(3) the establishment and maintenance of such records, and 
the making of such reports to the Secretary, by the manufacturer 
or the sponsor of the mvestigation of such dru 
ing but not limited to anaIytica.1 reports 

, of data (includ- 
% y investigators) 

obtained as the iesult of such investigationa use of such drug, 
as the Secretary finds will enable him ti evaluate the safety and 
effectiveness of such drug in the event df the fi’lirig of an applica- 
tion pursuant to subsection (b) . 

Such regulations shall provide that such exemption shall be condi- 
tioned upon the manufacturer, or t-he sponsor of the investigation, 
requiring that experts using such drugs for invesGgat,ional purposes 
certify to such manufacturer or sponsor that they will inform any 
human beings to whom such drugs, or any controls used in connection 

. therewith, are being administered, or their representatives, that such 
drugs are being used for investigational purposes and will obtain the 
consent of such human beings or their representatives, except where 
they deem it not feasible or, in their professional judgment, contrary 
to the best interests of such human beings. Nothing in this s&se&on 
shall be construed to require any clinical mjestigator to submit directly 
to the Secretary reports on the investigational use of drugs.” 
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52 stat. 1042. re$$~a,“,,~ows ec ioxt 301(e) of such Act (21 U.S.C. 331(e)) is amended to . . 
“(a) The refusal to permit access to or copying of any record as 

21 USC 373. required by section 703 ; or the failure to establish or maintain any rec- 
21 USC 355. Ante, p. 782. 

ord, or make any report, required under section 505 (i) or (j ) , or the 
refusal to permit access to or verification or copying of any such 

52 St8t. 1043. of such Act (21 U.S.C. 332(a) ) is amended by 

NEW DRUG CLEARANCE PROcEjDmRE 

Sic. 104. (a} Section 505 (a) of the R.deraf. Food, Drug, and Cos- 
52 stat. 1052. metic Act (21 U.S.C. 355 (a) > , is amended to read as fallows : 

‘( (a} No person shall introduce or deliver for introduction into 
interstate commerce any new drug, unless an approval of an applica- 
tion filed pursuant to subsection (b) is effective with respect to such 
drug.” 

(b) Section 505(c) of such Act (21 U.S.C. 355(c)) is amended to 
read as foIlows : 

G(C) Within one hundred and eighty days after the filing of an 
application under this subsection, or such additional period as ma 

K 
be 

agreed upon by the Secretary and the applicant, the Secretary s all 
either- 

a ‘W p rove the application if he then finds that none of the 
grounds or denying approval specified in subsection (d) applies, 
Or 

(‘ (2) give the applicant notice of an o 
before the Secretary under subsection 

portunity for a hearing 

such application is approvable. 
(d P on the question whether 

the opportunity for hearing by 
If the applicant elects to accept 

written request within thirty days 
after such notice, such hearing shall commence not more than 
ninety days after the expiration of such thirty days unless the 
Secretary and the applicant otherwise a 

cff 
ree. 

shall ‘thereafter be conducted on an 
Any such hearing 

expe Ited basis and the Secre- 
tary’s order thereon shall be issued within ninety days after the 
date fixed by the Secret&y for filing final briefs.” 

retS)asSf obows 
ec ion 505 (f) of such Act (21 Ur.S.C. &55(f) ) is a.mended to 

Cc ( f ) Whenevk the Secretary finds that the facts so require he shall 
revoke any previous order under subsection (d) or (e) ref’usi&, with- 
drawing, or suspending approval of an application and shall approve 
such a plication or reinstate such apprtival, as may be appropriate.)’ 

Appeal. (d) 5) The first four sentences of section 505 (h) of such Act (21 
52 Stat. 1052. U.S.C. 355 (h) ) are a.mended to read as follows: “An apped may be 

taken by the applicant from an order of the Secretary refusin or 
withdrawing approval of an application under this section. s uch 
appeal shall be taken by filing in the United States court of appeals 
for the circuit wherein such applicant resides or has his princip& place 
of business? or in the Unlted States Court of Appeals for the District 
of Columbia Circuit, within sixty days after the entry of such order, 
a written petition praying that the order of the Secretsry be set aside. 
A copy of such petition shall.be forthwith transmitted by the clerk of 
the court to the Secretary, or any officer designated by him for that 
purpose, and thereupon the Secretary shall certify and file in the 
court the record upon which the order complained of was entered, as 

72 Stat. 941. provi&d in section 2112 of title 28, United Stat.es Code. Upon the 
fifing of such petition such court shall have exclusive jurisdiction to 
a&m or set aside such order, except that until the filing of the record 
the Secretary may modify or set aside his order.” 
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(2) The ninth sentence of such section 505(h) is amended to read as 21 USC 355. 
follows : “The judgment of the court aErming or settin 
order of the Secretar 

i 
shall be final, subject to review % 

aside any such 
y the Supreme 

Court of the United tates upon certiorari or eertific&ion as provided 
in section 1254 of title 28 of the United States Code.” 62 Stat. 928. 

(3) The amendments made by this subsection shall not apply to any 
ap 

P 
eal taken prior to the date of enactment of this Act. 
e) (1) Section 301(l) of such Act (21 U.S.C. 331(l)) is amended sz stat 1042. 

by (1) inserting “approval. of” befqre :‘an apphca~~on’F, and (Z} 
striking out “effective’ and msertmg m lieu thereof ‘5n effect”. 

(2) Clause (C ofsect~on 503(b) (1) of suchAct (21 U+C. +53(-b) sz stat. 1051. 
(I.) ) is amende d by striking out ‘effective” and mnsertmng m lieu 
thereof “approved”. 

(f) (1) Clause (A) of paragraph (3) of section 409(c) of such Act 
(21 U.S.C~348(C)) is amended by inserting before the semicolon at the 72 Stat. 1735. 
end thereof the following: “, except that this proviso shall not apply 
with respect to the use of a substance as an in 
animals which are raised for food productio?, i k 

edient of feed for 
the Secretary finds 

(i) that, under the conditions of use and feeding specified in proposed 
labeling and reasonably certa.in to be followed m practice, such addi- 
tive will not adversely affect the animals for which such feed is 
intended, and (ii) that no residue df the additive will be found (by 
methods of exammation prescribed or a 
regulation?, which reg&tions shall not % 

proved by the Secretary by 
e sub’ect to subsections (f) 

and (g) ) m any edible portion of such anima i after slaughter or In 
any food yielded by or derived from the living animal”. 

(2) Subparagraph (B) of paragraph (5) of section “706 (b) of such 
Act (21 U.S.C. 376{b) > IS amended by inserting before the period at 74 stat. 399. 
the end of the subparagraph a colon and the followin 
v&&&Z, That clause (i) of this subparagraph (B) shal f 

proviso: “Pro- 
not apply with 

respect to the use of a &or additive as an kqwdient of feed for ani- 
mals which are raised for food production, if the Secretary finds that, 
under the conditions of use and feeding specified in proposed labeling 
and reasonably certain to be followed in practice, such additive will 
not adverse1 affect the animals for which such feed is intended, and 
that no resi d ue of the additive will be found (by methods of examina- 
tion rescribed or approvad by the Secretary by regulations, which 
regu P ations shall not be subject to subsection (d) ) in any edible 
of such animals after slaughter or in any food yielded by or % 

ortion 
erived 

from the living ,znimal”. 

CERT~CATION OF ANTXBTDTICS 

SEC. 105. {a) Section 507(a) of such.Act (21 U.&C. 357(a)) is 59 stat.463. 
amended by addin 
“For purposes of t 5-l 

at the end thereof the following new sentence: 
is section and of section 502(l), the term ‘anti- 

biotic drug’ means any drug intended for use by man containing any 
quantity of any chemical substance which is 
organism and which has the capacity to inhl 

roduoed by a micro- 
% it or destroy n&r+ 

organisms in dilute solution (including the chem&ally synthesized 
equivalent of any such substance} .” 

(b) Section 50’7 (a) of such Act (21 U.S.C. 357(a) ) is further 
amended by striking the word “or” preceding the word “bacitracin” 
and by adding after the word “baoitracin” a comma and the following : 
“or any other antibiotic drug,“. 

(c) Section 502(l) of such Act (21 U.S.C. 352(l)) is amended by 59 Stat.463. 

striking the word %r” preceding the word ‘bacitracin” and by adding 
immediately after ‘bacitracin,” the following: “or any other anti- 
biotic drug?. 
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59 Stat. 464. 
E~smp ti an; do 

terminationa. 

59 Stat. 464. 

2 1 USC 355. 

59 Stat. 463; 
Post, p. ,787. 

21 USC 3.55. 

ad $ d) Section 
ing at the 
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597 (c) of such Act (21 U.S.C. 357(c) ) is amended by 
end thereof the following: “In deciding whether an 

antibiotic drug, or class of antibiotic dtigs, is to be ecempted from 
the requirement of certification the Secretary shall give consideration, 
among other relevant factors, to- 

“(1) whether such drug or class of drugs is manufactured by a 
person who has, or hereafter shall have, produced fifty consecu- 
tive batches of such drug or class of drugs in compliance with 
the regulations for the certification thereof within a period of 
not more than eighteen calendar montihs, upon the application by 
such person to the Secretary; or 

“(2) whether such drug or class of drugs is manufactured by 
any person who has o&rwise demonstrated such consistency in 
the production of such dru$ or class of drugs, in coml$iance with 
the regulations for the certification thereof, as in the Judgment of 
;krforetary is adequate to insure the safety and efficacy of, use 

7;Vhen an aitibiotic drug or a drug manufacturer has been exempted 
frorq the requirement of certification, the manufacturer may stiil 
obtazn certification of a batch or batches of that drug if he ap lies for 
and meets the requirements for certification. Nothing in this 1p ct shall 
be deemed to revent a manufacturer or distributor of an antibiotic 
drug from ma R ing a truthful statement in labeling or advertising of 
the product as to whether it has been certified or er;empted from the 
requirement of certification.” 

(e) The first sentence of section 507(e) of such Act (21 USC. 
357(e) ) is amended to read as follows: ‘ No drug which is subject to 
sectlon 507 shall be deemed to be subject to any provision of section’ 
505 except a new dru 
and of section 502(1 4 

exempted from the requiiements of this section 
pursuant to regulations promulgated by the 

Secretary: Yrozrided, That, for purposes of section 505, the initial 
request for certification, as thereafter duly amended, pursuant to 
section 507, of a new drug so exempted shall be considered a part of 
the application filed pursuant to section 505(b) with respect to the 
person ,filling such request and to such drug 21s of the date of the 
exemptzon.” 

ad 6 
f} Section 507 of such Act (21 U.S.C. 35’7) is further amended by 
lng at the end of such section the following new subsection : 

“(h) In the case of a dru 
ceding the effective date o B 

for which, on the day immediately re- 
this subsection, a prior approval o f an 

application under section 505 had not been withdrawn under section 
505(e), the initial issuahce of regulations providin 

Y 
for certification 

or exemptlon of such drug under this section 507 s Iall, with respect 
to th? conditions of use prescribed, recommended, or suggested in the 
Inbelmg: covered by such ap 
affirmative finding of the e P 

Iication; not be conditioned upon an 
cacy of such drug. Any subsequent 

amendment or repeal of such regulations so as no longer to 
such certification or exemption on the ground of a lack P 

rovide for 
o efficacy of 

such drug for use under such conditions of use may be effect.ed only on 
or after that effective date of clause (3) of the first sentence of section 
505 (e) pphich would be applicable to such drug under such conditions 
of use If such drug were subject to section 505(e), and then only if 
(1) such amendment or repeal is made in accordance with %he pro- 

cedure specified in subsection (f) of this section (except that such 
amendment or repeal may be initiated either by a proposal of the 
Secretary or by a 
Secretary finds, on t R 

e&ion of any interested person) and (2) the 

dru 
e basis of new information with respect to such 

evaluated together with the information before him when the 
app ication under section 605 became effective or was approved, that K 
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there is a lack of substantial evidence (as defined in section 505 (d) ) 
that the drug has the effect it purports or is represented to have under 
such conditions of use.” 

SEC. 106. (a) Section 507 of such Act (21 U.S.C. 357) is amended 59 Stat. 463. 
by adding at the end thereof the following new subsection : 

“(g) (1) Every person engaged in manufacturing, compounding, or 
processing any drug within the purview of this sectlon with respect to 
which a certificate or release has been,issued pursuant to this se&ion 
shall establish and maintain such records, and make such reports to 
the Secretary, of data relating to clinical experience and other data 
or information, received or otherwise obtained by such person with 
respect to such drug, as the Secretary may by general regulation, or by 
order with respect to such certification or release, prescribe on the 
basis of a finding that such records and reports are necessary in order 
to enable the Secretary to make, or to facilitate, a determination as to 
whether such certification or release should be rescinded or whether 
any reaulation issued under this section should be amended or 
repealed : Prouidsd, h oweuer, ‘That regulatiotis and orders issued 
under this subsection and under clause (3) of subsection (d) shall 
have due regard for the professional ethics of the medical profession 
and the interests of patients and shall provide, where the Secretary 
deems it to be appropriate, for the examination, upon request, by the 
persons to whom such regulations or orders are applicable, of similar 
information received or otherwise obtained by the Secretary. 

*( (2) Every person required under this section to maintain records, ACCW to Z-W- 
and every person having charge or custody thereof, shall, tipon request ords- 
of an officer or employee designated by the Secretary, permit such 
officer or employee at all reasonable times to have access to and copy 
and verify such records.” 

6 
b) Section 507 (d) of such Act (21 U.&C. %A’( d) ) is amended by 59 stat. 463. 

ad ing at the end thereof the following new sentences : “Such regula- Regal ations WI-- 
tions may, within the discretion of the Secretary, among other co&i- :FOyg t* ==mp- 
tions relating to the protection of the public health, provide for con- * 
ditionin 

“ f 
the exemption under clause (3) upon- 

1) the submission to the Secretary, before any clinical test- 
ing of a new dru 

.f 
is undertaken, of reports, bv the manufacturer 

or the. sponsor o the investigation of such drug, of preclinical 
tests (including tests on anrmals) of such drug adequate to 
justify the proposed clinical testing; 

“ (2) the manufacturer or the sponsor of the investigation of 
a new dmg proposed to be distributed to investigators for clinical 
testing obtaining a signed agreement from each of such investi- 
gators that patients to whom the drug is administered will be 
under his personal supervision, or under the supervision of investi- 
gators responsible to him, and that he will not supply such drug 
to any other investigator, or to clinics, for administration to 
human beings; and 

“(3) the establishment and maintenance of such records, and 
the making of such reports to the Secretary, by the manufacturer 
or the sponsor of the investigation of such drug, of data (includ- 
ing but not limited to analytical reports by investigators) 
obtained as the result of such hvestigational use of such drug, 
as the Secretary finds will enable him to evaluate the safe-ty and 
effectiveness of such drug in the event of the filing of an appfica- 
tion for certification or release pursuant to subsection f a). 
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Ante. p. 784. 
L_nte, PP. 783, 

782, 787. 

‘*Enactment 
date.” 

deBasic Act;* 
52 stat. 1040. 
21 USC 303. 

52 stat. 1052. 
21 USC 355. 

Ante, p. 782. 

Ante, p. 781. 

Such regulations shall provide that such exemption shall be condi- 
tioned upon the manufacturer, or the sponsor of the investigation, 
requiring that experts using such drugs for investigational purposes 
certify to such manufacturer or sponsor that they will inform any 
human beings to whom such drugs, or any controls used in connec- 
tion therewith, are being administered, or their representatives, that 
such drugs are bein 
the consent of sue fl 

used for investigational purposes and will obtain 
human beings or their representatives, except 

where they deem it not feasible or, in their professional judpen,t, 
contrary to the best interests of such human beings. Nothi?g m this 
subsection shall be construed to require any clinical investigator to 
submit directly to the Secretary reports on the investigational use of m. 
drugs.” 

(e) Section 301 (e) of such Act (21 U.S.C. 331 (e) ) 1 as amended by 
section 103 (c) of this Act, is further amended by strikmg out “505 (i) 
or ( j ) ” and inserting in lieu thereof “50.5 (i) or fj) , or 507 (d) or (g} “. 

XFFECTIVE DATES AND APPLICATION OF PART A 

SEC. 107. (a) Except as otherwise provided in this section, the 
amendments made by the foregoing sections of this part A shall take 
effect on the date of enactment of this Act. 

(b) The amendments made by sections 101 103,105, and 106 of this 
part A shall, with respect to any drug, take e&e& on the first day of the 
seventh calendar month following the month in which this Act is 
enacted. 

(c) (1) As used in this subsection, the term “enactment date” means 
the date of enactment of this Act.; and the term, ‘<basic Act” means the 
Federal Food, Drug, and Cosmetic Act. 

(2) An ap 
which was “e iti 

G&ion filed pursuant to section 505 (b) of the basic Act 
ective” within the meaning of that Act on the day imme- 

diately preceding the enactment date shall be deemed, as of the enact.- 
ment date, to be an ap+ation “approved” by t.he Secretary within 
the meaning of the bamc Act as amended by this Act, 

(3) In the case of any drug w&h respect to which an application 
filed under section 505 (b) of the basic Act is deemed to be an approved 
a#p lication on the enactment date by virtue of paragraph (2) of this 
su section- I? 

(AJ the amendments made by this Act to section 201 (p), and 
to subsections (b) and (d) of section 505, of the basic’ Act, inso- 
far as such amendments rela.te to the effectiveness of drugs, shall 
not, so long as approval of such application is not withdrawn or 
suspended pursuant to section 505(e) of that Act, apply to such 
drug when intended soMy for use under conditions prescribed, 
recommended, or su gested in labeling covered by such ;LpFrovecI 
application, but sha I apply to any changed use, or condltlons of f 
use, prescribed, recommended, or suggested in its labeling, includ- 
ing such conditions of use as are the subject of an amendment or 
supplement to such application pending on, or filed after, the 
enactment date; and 

(B) clause (3) of the first sentence of section 505(e) of the 
basic Act, as amended by this Act, shall not apply to such drug 
when intended solely for use under conditions 
mended, or suggested in labeling covered by SW 

rescribed, recom- 
R approved appli- 

cation (except with respect to sucl~ use, or conditions of use, as 
are the subject of an amendment or supplement to such approved 
a 

rt 
plication, which amendment or sul@ement has been approved 

a er the enactment date under se&on 505 of the basic Act as 
amended by this Act) until whichever of the following first 
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occurs: (i) the expiration of the two-year period beginning with 
the enactment date; (ii) the effective date of an order under 
section 505 (e) of the bask Act, other than clause (3) of the first ante, p. 7s I. 
sentence of such section 505 (e), 
approval of such application. 

withdrawing or suspending the 

(4) In the case of any drug which, on the day immediate’ty precedin 
the enactment date, (A) was commercially used or sold in t.he Unite iTi 
States, (B) was not a new drug as defined by section 201 (p) of the 21 USC 321. 
basic Act as then in force, and (C) was not covered by an effective 
application under section 505 of that Act, the amendments to section 21usc 355. 
201 (p} made by this Act shall not apply to such drug when intended Rnfe, p. 781. 
sole1 for use under conditions prescribed, recommended, or suggested 
in la % eling with respect to such drug on that day. 

PARTB-STANDARDIZATIONOF DRUG NAMEB 

REVIEWANDDEBIGNA!l'ION OFOFFICXALNAMJ35 

SEC. 111. (a) The Federal Food, Drug, and Cosmetic Act (21 U.S.C. 
3511 et seq.), as amended by this Act, is further amended by adding at 
the end of chapter V the following new section : 

"AUTFIORITY TO DE5IGNATE Ol'FlCIAL B-AX&S 

“SEC. 508. (a) The Secretary may designate an official name for any 
drug if he determines that such action is necessary or desirable in the 
interest of usefulness and simplici 

7 
. Any official name designated 

under this section for any drug shal be the only official name of that 
drug used in any official compendium published after such name has 
been prescribed or for any other purpose of this Act. In no event, 
however, shall the Secretary estabhsh an official name so as to infringe 
a valid trademark. 

cL (b) Within a reasonable time after the effective date of this set- . 
tion, and at such other times as he may deem necessar 
shall cause a review to be made of the official names % 

, the Secretary 
y which drugs R~VSBW OT 

are identified in the official United States Pharmaeopeia, the official names* 
Homoeo 
Nationa P 

athic Pharmacopoeia of the United States, and the official 
Formulary, and all supplements thereto, to determine 

whether revision of any of those names is necessary or desirable in the 
interest of usefulness and simplicity. 

“(c) Whenever he determines after any such reviek that (1) any 
such official name is unduly complex or 1s not useful for any other 
reason, (2) two or more official. names have been applied to a single 
drug, or to two or more drugs which are identical in chemical struc- 
ture and 
in strengt R 

harmamlogical act&n and which are substantially identical 
, 

to a medica i!l 
uality, and purity, or (3) no oflkial name has been applied 
y usefkl drug, he shall transmit iri writing to the com- 

piler of each offbial compendium in which that drug or drugs are 
identified and reco 
si f? 

ized his request for the recommendation of a 

7 
le official name or such drug or drugs which will have usefulness 

an simplicity. Whenever such a single official name has not been 
recommended within one hundred and eighty days after such request, 
or the Secretary determines that any name so recommended is not use- 
ful for any reason, he shall designate a single official name for such 
drug or drugs. Whenever he determines that the name so recom- 
mended is useful, he shall designate that name as the official name of 
such drug or drugs. Such designation shall be made as a regulation 
upon public notice and in accordance with the procedure set forth in 
section 4 of the Administrative Procedure Act (5 U.S,C. 1003). 60 Stat.238 
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(( (d) After each such review, and at such other times as the Secre- 
tary may determine to be necessary or desirable, the Secretary shall 
cause to be compiled, published, and publicly distributed a list which 
shall list all revised official names of drugs designated under this 
section and shall contain such descriptive and explanatory matter as 
the Secretary may determine. to be required for the effective use of 
those names. 

60 Stat.238. 

‘I(e) Upon a request in writing by any compiler of an official com- 
pendium that the Secretary exercise the authority gr+nted to him 
under section 508(a), he shall upon public notice and m accordance 
with the procedure set forth in section 4 of the Administrative Pro- 
cedure Act (5 USC. 1003) designate the official name of the drug 
for which the request is made.” 

(b) This section shall take effect on the date of its enactment. 

NAIkTETO BE UGEDON DRWCI&ZJ& 

52 stat.1050. Sml 112. (a} Section 502(e) of such Act (21 U.S.C. 352(e)) is - _ 
amended bxy- 

(1) inserting the subparagraph designation ‘( (1) ” after LL (e) “; 
(2) striking out the words “If it is a drug and is not designated 

solely by a name recognized in an official compendium unless its 
label bears (l} the common or usual name of the drug, if such 
there be; and (2), in case it i$ fabricated from two or more 
ingredients, the common or usual name of each active ingredient”, 
and inserting in lieu thereof ‘<If it is a drug, unless (A) its label 
bears, to the exclusion of any other nonproprietary name (except 
the applicable systematic chemical name or the chemical formula), 
{i) the established name (as defined in subparagraph (2)) of the 
drug, if such there be, and (ii), in case it is fabricated from two.vr 
more mgredients, the established name and quantity of each active 
ingredient”,; 

(3) strikmg out the words ‘“the name” and inserting in lieu 
thereof the words “the establiihed name” ; 

(4) inserting therein, immediately after the colun following 
the words “contained therein”, the following: LLProuided, That. 
ths re uirement for statino the quantity of the active ingredients, 
other t R an the quantity OF those speci&cally named in this para- 
graph, shall apply only to prescription dru 
prescription dru 

% 
the established name of sue T 

; and (B) for any 
drug or ingredient, 

as the case may e, on such label (and on any labeling on which 
a name for such dru 
nently and in type at t 

or ingredient is used} is printed promi- 
east half as large as that used thereon for 

any prop+etary name or designation for such drug or 
in 

f 
redient :” ; 
5) striking out the words Wause (2) of this 

the proviso to such 
(A) (ii) or clause P 

rgr;ph” in 
aragraph and inserting in lieu t ereof clause 
B) of this subparagraph” ; and 

(6) adding at the end of such paragraph the following new 
subparagraph : 

L‘(2) As used in this paragraph (e), the term ‘established name’, 
with kspect to a drug or ingredient thereof, means (A) the applicable 

Ante, p. 789. official name designated pursuant to section SOT, or (B)., if there is no 
such name and such drug, or such ingredient+ 1s an article recognized 
in an official compendium, then.the official Me thereof in such com- 
pendium, or (C) if neither clause (A) nor clause (B) of this subpara- 
graph applies, then the common or usual name, if any, of such drug Or 
of such Ingredient : Provided ,@UWT, That where clause (X3) of this 
subparagraph applies to an article recognized in the United States 
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Pharmacopeia and in the Homoeopathic Pharmacopoeia under differ- 
ent ofEcia1 titles, the official title used in the United States Pharma- 
copeia shall apply unless it is labeled and offered for sale as a homoe- 
opathic drug, in which case the official title used in the Homoeopathic 
Pharmacopoeia shall apply.” 

(b) Section 502(g) of such Act (21 U.&C. 352(g) ) is amended by sz Stat. 1050. 
inserting immediately before the period at the end thereof a colon 
and the following proviso : 
inconsistent 

c4Provided furtltey, That, in the event of 
between the requirements of t&s paragraph and those 

of 
P 

K aragrap (e) as to the name by which the drug or its ingredients 
sha 1 be designated, the requirements of paragraph (e) shall prevail”. 

(c) This section shall take effect on the first day of the seventh 
calendar month following the month in which this Act is enacted. 

EXCLUSIOM OF COSMETIOS 

SEC. 113. Chapter V of the Federal Food, Drug, and Cosmetic Act, 
as amended by section 111 of this Act, is further amended by adding at Ante, p. 789. 
the end thereof the following: 

“NONAPl’LIGAS3~LM’Y TO WSWTIGS 

“SEC. 509. This chapter, as amended by the Drug Amendments of 
19G2, shall not apply to any cosmetic unless such cosmetic is also a 
drug or device or component thereof.” 

I??FOlXMATION TO PHYSZCUNS 

SEC.’ 114. (a) Section 301 of the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 331), as amended by this Act, is further amended by 52 stat. 1042. 
addin at the end thereof the following new paragra 

LL(oy In 
h : 

th e case of a prescription drug distribute % or offered for sale 
in interstate commePce, the failure of the manufacturer, packer, or 
distributor thereof to maintain for transmittal, or to transmit, to any 
practitioner licensed by applicable State law to administer such dru 
who makes written request for information as to such drug, true an % 
correct copies of all printed matter which is required to be included 
in any package in which that drua is distributed or sold, or such other 
printed matter as is approved by t?he Secretary. Nothing in this para- 
graph shall be construed to exempt auy person from any labeling 
requirement imposed by or under other provisions of this Act.” 

(b) This section shall take effect on the first day of the seventh 
calendar month following the month in which this Act is enacted. ’ 

PARTC-AMENDMENTSASTOAWERTISXXG 

PFCESGRIPTIO3T DRUG ADVERTISEMENTS 

SEC. 131. (a)’ Section 502 of the Federal Foot, Drug, and Cosmetic 
Act (21 U.S.C. 352) is further amended by addxng at the end thereof 52 stat. 1050. 
the folfowing new paragraph.: 

“fn) In the case of any ~prescription drug distributed or offered for 
sale in any State, unless the manufacturer, packer, or distributor 
thereof includes in all advertisements and other descriptive printed 
matter issued or caused to be issued by the manufacturer, packer, or 
distributor with respect to that drug a true statement of (I) the est.ab- 
l&bed name as defmed in section 502(e), printed prominently and in Ante. p. 790. 
type at least half as large as that used for any trade or brand name 
thereof, (2) the formula showin 
such drug to the exmt required ! 

quantitatively each ingredient of 
or labels under section 502 (e) , and 

(3) such other information in brief summary relating to side effects, 
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21 USC 37?.. 

52 Stat, 114. 

52 Stat. 104 1 
21 USC 321. 

67 Stat. 477. 
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contraindications, and effectiveness as shall be required in regulations 
which shall be issued by the Secretary in accordance with the rocedure 
specified in se&ion ‘701 (e) of this Act: hosided, That ( 1 ) except 
in extraordinary circumstances, no regulation issued under this para- 
graph shall require prior a 
a.n 

Ii 
advertisement, and (B no advertisement of a prescription drug, 

fished 
P 

proval by the Secretary of the content of 

pu after the effective date of regulations issued under this 
paragraph applicable to advertisements of prescription drugs, shall, 
with respect to the matters specified in this paragraph or covered 
by such regulations, be subject to the provisions of sections 12 through 
17 of the Federal Trade Commission Act, as amended (15 U.S.C. 
~2-57)~ This ra 

%f 
raph (n) shall not be applicable to an 

matter which t e ecretary determines to be labeling as e ned in ix 
rinted 

section 201 (m) of this Act.” 
(b) No drug which was being commercially distributed prior to the 

date of enactment of this Act shall be deemed to be misbranded under 
paragraph (n) of section 502 of the Federal Food, Drug, and Cosmetio 
Act, as added by this section, until the earlier of the following dates : 
(2) the first day of the seventh month following the month in which 
thrs Act is enacted ; or (2) the effective date of re ulations first issued 
under clause (3) of such paragraph (n) in actor 8 ante with the roce- 
dure specified in section ?Ol(e) of the Federal Food, Drug, an % Cos- 
K&C Act. 

TITLE IX-----FACTORY INSPECTION AND EFFECT ON 
STATE LAWS 

FACTORY INSPECTION 

SEC. 201. (a) Section 704(a) of the Federal Food, Drug, and Cos- 
metic Act (21 U.S.C. 3’74(a) ) is amended to read as follows : 

Y”d F or ur OS- of enforcement of this Act, officers or employees 
*duly eslgnated 

P g 
y the Secretary, upon presenting appropriate creden- 

tials and a written notice to the owner, operator, or agent in charge, 
are al.rthorized (1) to enter, at reasonable times, any factory, ware- 
house, or establishment in which food, drugs, devices, or cosmetics are 
manufactured, processed, paeked, or hekc$ for introduction into inter- 
stat.e commerce or after such introduction, or to enter any vehicle 
being used to transport or hold such food, drugs, devices, or cosmetics 
in interstate commerce; and (2) to inspect, at reasonable timvs and 
within reasonable limits and in a reasonable manner, such factory, 
warehouse, establishment, or vehicle and all pertinent equi merit, 
finished and unfinished materials; containers, and labeling t g erein. 
In t;he case of any factory, warehouse, establishment, or consultincr 
labor&t-ory in which presclqption drugs are manufactured, process& 
packed or held, the inspection slra.ll extend to all things therein) 
(inolu&g records, files, papers, processes, controls, and fqcilities) 
bearing on whether prescriptton dru 

T 
which are adulterated or mis- 

branded within the meaning of this et, or which may not be manu- 
factured, introduced into interstate commerce, or sold, or offered for 
sale by reason of any provision of this Act, have been or are bein 
manufactured, processed, packeg, transported? or held in any sue fi 
place, or otherwise bearing on violation of thss Act. No inspection 
authorized for prescriptidn drugs by the preceding sentence shall 
extend fo (A) financial data, [R) sales data other than shipment 
data, (C) pricing data, (D) personnel data (other than dat.a as to 

4 
ualifications of techmcal and professional personnel 

P 
erforming 

unctions subject to this Act), and (E) researvlh data other than 
d&a, relating to new drugs and antibiotic drugs, subject to reporting 
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‘and inspection under regulations lawfull 
505 (i) or (j) 

issued pursuant to section 
or section 507 (d) or (g) ofthis Act, and data, relating Ante, pp. 783, 

to other drugs, which in the case of a new drug would be subject to 782s 787* 
reporting or ms 

P 
e&ion 

section 505(j) o 
under lawful regulations issued pursuant to 

this Act). ,4 separate notice shall be given for each 
such inspectior+ but a notice shall not be required for each entry made 
during the period covered by the inspection. Each such inspection 
shall be commenced and completed with reasonable promptness. The 
provisions of the second sentence of this subsection shall not apply to- 

(‘( 1) pharmacies which maintain establishments in conform- 
ance with any applicable local laws regulating the practice of 
pharmacy and medicine and which are regularly engaged in 
dispensing prescription drugs, upon prescriptions of practitioners 
licensed to administer such drugs to patients under t.he care of 
such practitioners in the course of their professional practice, and 
which do not, either through a subsi&ary or otherwise, manu- 
facture, prepare, propagate, compound, or process drugs for saIe 
other than in the regular course of their business of dispensing 
or selling drugs at retail ; 

“(2) practitioners licensed by law to prescribe or administer 
drugs and who manufacture, prepare, propauate, compound, or 
process drugs solely for use in the course oPtheir professional 
practice ; 

“ (3) persons who manufacture, prepare, propapte, compound, 
or process drugs solely for use in research, teaching, or chemical 
analysis and not for sale; 

Cc (4) such other classes of persons as the Secretary may by regu- 
lation exempt from the ap 
that inspection a.s applie if 

lication of this section upon a findmg 
to such classes of persons in accord- 

ante with this section iq not necessary for the protect.ion of the 
public health.” 

U.S.C. 374(b)) is amended by 67 stat. 477. 

%onsulting laboratory,“. 
Act (21 U.S.C. 332(a)) is amended by 52 stat. 1043. 

made by subsections (a) and (b) 
to negate or derogate from <auy 

authority of the Secretary existing prior to the enactment of this Act. 

EFl?ECT ON BT,4TE LAWS 

. SEC. 202. Nothing in the amendments made by this Act to the 
Federal Food, Drug, and Cosmetic Act shall be construed as invali- 52 stat. 1040. 

dating any provision of State law which would be valid in t.he 21 Us= 301* 
absance of such amendments unless there is a dire& and positive con- 
flict between such amendments and such provision of State lam. 

EFFEcTz\‘FI DATE 

SEC. 203. The amendments made by this title shall take effect on 
the date of enactment of this Act. 

TITLE III-REGISTRATION OF DRUG ESTABLISHMENTS 
AND PATENT INFORMATION 

E’INDINGG AND DECLARATION 

SEC, 301. The Congress hereby finds and declares that in order to 
make regulation of interstate commerce in drugs effective, it is neces- 
sary to provide for registration and inspection of all establishments 
Gn nchk--h r?~-~-rac at-6 m*nx~faohracl nranarod rrrcrn~aat~d onmnc\wnilpi4 
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or processed; that the products of all such establishments are likely 
to enter the channels of interstate commerce and directly affect such 
commerce; and that the regulation of interstate commerce in drugs 
without provision for registration and inspectiop of establishments 
that nay be engaged only in intrastate commerce m such dru s would 
discriminate a 

%a 
% inst and depress interstate commerce m sue drugs, 

and adversely urden, obstruct,. and affect such interstate commerce. 

REGIS~TTON OF PRODUCERS OFDRUGS 

SEC. 302. Chapter V of the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 351 et seq.) is amended by addmg at the end thereof t.he 
folloxving section : 

c‘RBGISTR4TION OF PROI)UcERS iIF DRUGS 

53~0.510. (a) As used in this section- 
u (I 

poun d! 
the term *manufacture, preparationg prppagation, co?- 

ing, or processing’ shall include repac agmg or otherwise 
changing the container, wrapper, or labeling of any drug package 
in furtherance of the distribution of the drug from the original 
place of manufacture to the person who makes final delivery or 
sale to the ultimate consumer ; 

‘((2) the term ‘name’ shall include in the case of a partnership 
the name of each partner and, in the case of a corporation, the 
name of each corporate officer and director, and the State of 
incorporation. 

u b ( ) On or before December 31 of each year every.person who owns 
or operates any establishment in any State engaged in the manu- 
facture, preparation, propagation, corn 
drng or drugs shall register with ths A) 

ounding, or processing of a 

business, and all s\lch establishments. 
ecretary his name, places of 

I4 (c) Every person upon first engaging in the manufacture, prepara- 
tion, prop?gatlon, compounding, or processing of a drug or drugs in 
any estabhshment which he owns or operates in any State -shall 
immediately re@ster with t-he Secretary his name, place of busmess, 
and such estabhshment. 

(‘ (d) Every person duly registered in accordance with the fore 
subsections of this section shall immediately register with the 8 

oing 
ecre- 

tary any additional estab.lishment which he owns or operates in any 
Sate and in qyhich he begins the manufacture, preparation, propaga- 
tion compounding, or processing of a drug or drugs. 

“ e I> The Secretary may as& 
or any establishment registere f!? 

a registration number to any person 
in accordance with this section. 

“ ( f ) The Secretary shall make available for inspection, to any per- 
son so requesting, any registration filed pursuant to this section. 

“(g) The foregoing subsections of this section shall not apply to- 
(‘( 1) pharmacies which maintain establishments in conform- 

ance wit.h any applicable local laws regulating the practice of 
pharmacy and medicine and -vr;hich are regularly engaged in dis- 
pensin upon prescriptions of practitioners 
license 5 

prescription dru s, 
to admInister sue % dru 

such prackitioners in the course o 5 
s to patients under the care of 
their professional practice, and 

which do not manufacture, prepare, propagate, compound, or 
process drugs for sale other than in the regubr course of their 
business of dispensing or selling drugs at retail ; 

“(2) practitioners licensed by law to prescribe or administer 
drugs and who manufacture, prepare, prupagate, compound, or 
process drugs solely for use in the course of their professional 
practice ; 
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“ (3) persons who manufacture, prepare, propagate, compound, 
or process drugs solely for use in research, teaching, or chemical 
snnlysis and not for sale; 

‘< (4) such other classes of persons as the Secretary may by 
regulation exempt from the a 
ing that registration by sue ?A 

plication of this section upon a find- 
classes of persons in accordance 

with this section is not nmssary for the protection of the public 
health. 

“(h) Every establishment in any State registered with the Secre- 
tary pursuant to this section !shall be subject to inspection pursuant 
to section 704 and shall be so ins 
emplloy ees duly designated by the l!r 

cted by one or more officers or 67 stat. 477; 
ecretary at least once in the two- An~~;&7~&, 

year period beginning with the date of registration of such establish- 
ment pursuant to this section and at least once in every successive tmo- 
year period thereafter. 

“ (i) Any establishment within any foreign country engaged in the 
manufacture, preparaticin, propagation, compounding, or processing 
of a drug or drugs shall be permitted to re ister under this section 
pursuant to regulations promulgated by the B ecretary. Such reoula- 
tions shall include’provrsions for registration of any such estafiish- 
ment upon condition that adequate and effective means are available, 
by arrangement with the government of such foreign country or other- 
wise, to enable the Secretary to determine from time to time whether 
drugs manufactured, prepared, pro 
in such establishment, if importe 

agated compounded, or processed 
$ or odered for import into the 

United States, shall be refused admission on any of the grounds set 
forth in section 801 (a) of this Act.” Post, B. 796. 

TRANSITIONAL PROVISIONS 

SEC. 303. Any person who, on the day immediately preceding the 
date of enactment of this Act, owned or operated any establishment in 
any State (as defined in section 201 of the Federal Food, Drug, and 
Cosmetic, Act as amended by this Act) engaged in the manufacture, Post. P. 7~. 

B 

repnratlon, propagation, compounding, or processing of a drug or 
rugs, shall, if he first registers in accordance with subsection (b) of 

section 510 of that Act (as added thereto by this Act) prior to the first 
day of t.he seventh calendar month following the month in which this 

Ante, p. 794. 

act, is enacted, be deemed to have complied with that subsection for 
t;he calendar year 1962. Such re 
and effected in 1963, shall also B 

i&ration, if made within such period 
e deemed to be in compliance with 

such subsection for that calendar year. 

FAILURE TOREGISTER 

SEC. 304. Section 301 of the Federal Food, Drug, and Cosmetic Act 
(21 TJ.S.C. 331) is amended by adding at the end thereof the following 
new paragraph : 

Ante, pa 79 1. 

CL (pJ The failure to register as required by section 510.)’ 

DRUGS FROM NONRlWWM3RED ESTABLISHXEWJX TdIWRANDED 

SEC. 305. Section 502 of such Act (21 U.S.C. 352) is amended by 
addin 

yc$ ff ‘t * 
at the end thereof the following new paragraph : 

ADZE, p. 791. 

r IS a drug and was manufactured, prepared, propagated, 
campounded, or processed in an establishment m any State not duly 
registered under section 510.” 



7% 

52 Stat. 1058. 

Ante, p. 795.. 

52 stat. 1041. 

52 Stat. 1056. 

October 10, 1962 
rs:339q 

PUBLIC LAW 87.782-OCT. 10, 1962 

SAMPZ;ES OFIM3?ORTEDDRUGS 

['76 STAT. 

SEC. 306. Section 801 (a) of such Act (21 U.S.C. 381 (a) ) is amended 
by inserting after the first sentence thereof, the following new sen- 
tence : Yl’he Secretary of Health, Education, and Welfare shall furnish 
to the Secretary of the Treasury a list of establishments registered 
pursuant to subsection (i) of section 510 and shall request that if any 
drugs manufactured, prepared, propagated, compounded, or recessed 
in an establishment not so registered are imported or AB o ered for 
import into the United States, samples of such drugs be delivered to 
the Secreta 

7l 
of Health, Education, and Welfare, wrth notice of such 

deliver to t 
p-r 

e owner or consignee who may appear before the Secre- 
tary of ealth, Education, and Welfare and have the right to introduce 
testimony.” 

DEFINI!FIONS 

SEC. 307. (a 
metic Act (21 b 

Section 201 (a) of the Federal Food,, Drug, and Cos- 
.S.C. 321 (a) ) is amended to read as follows : 

“(a) (1) The term Y$t a e’, t except as used in the last sentence of 
section 702 (a), means any State or Territory of the United Ftates, the 
District of CoIumbia, and the Commonwealth of Puertt> &co. 

“(2) The term GTerritory’ means any Territory or possession of the 
United States, including the District of Columbia, and excluding the 
Commonwealth of Puerto Rico and the Canal Zone.” 

(b) The second sentence of section 702 (a) of such Act (21 U.S.C. 
312(a)) is amended by inserting before the words “a Territory” the 
words ‘the Commonwealth of Puerto Rico or”. 

SEC. 308. Section '702 of the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 372) is amended by adding at the end thereof the following 
new subsection : 

‘I d) The Secretary is authorized and directed, upon request from 
the I ommissioner of Patents, to furnish full and complete inform$ion 
with respect to such questions relating to drugs as the Commissioner 
may submit concerning any patent applicatron. The Secretary is 
further authorized, upon receipt of any such request, to conduct or 
cause to be conducted, such research as may be required.” 

Approved October 10, 1962.. 

Public Law 87-782 
AN ACT 

To amend section ,‘ill( h) of the Merchant Marine Act, 1933, 8,s amended, in 
order to extend the time for commitment of constrvctivn reserve %nds. 

Be iZt emu&d by the Senate. and Howe of Repwentatives of the 
Merchant ~erine Unit& St&s of America &z congress nssemb&X2?$ That the proviso at 

Act, 1936, amend- 
ment. 1 he end of section 511 (h) of the Merchant Marine Act, 1936, as 

Construction re amended, is amended to read as follows: “ProGcJed, That until Janu- 
serve funds. 

75 Stet. 661. 
nry 1, 1963, in addition to the extensions hereinbefore permitted, 

46 USC 1161. further extensions may be granted ending not hter than December 31, 
1963.‘: 

Effective date. SEC. 2. The amendment made by ‘the first section of this Act shall 
take effect December 31,1962, or on the date of enactment of this Act, 
whichever date first occurs. 

Approved October 10, 1962. 


